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INFORMATION DISCLOSURE STATEMENT 



Sir: 



The following statement of relevance is submitted with the accompanying 
Form PTO/SB/08A. 



Document 

Designation 

AA 

U.S.P. 4,519,801 
AB 

U.S.P. 4,612,008 
AC 

U.S.P. 4,783,337 



Relevance 

Relates to an osmotic device with a wall comprising a cellulose 
ether and a permeability enhancer. 

Relates to an osmotic device with dual thermodynamic activity. 



Relates to an osmotic system comprising a plurality of 
members for dispensing drug. 

I hereby certify that this correspondence is being deposited with the 
United States Postal Service as first class mail in an envelope 
addressed to: 

Commissioner for Patents 
P.O. Box 1450 
Alexamdria, VA 22313-1450 
on February 27. 2004 
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Document 

Designation Relevance 

AD Relates to a taste concealing pharmaceutical dosage unit. 
U.S.P. 4,874,613 

AE Relates to a controlled absorption diltiazem formulation for 

U.S.P. 4,894,240 once-daily administration. 

AF Relates to a controlled release powder and process for its 

U.S.P. 4,952,402 preparation. 

AG Relates to a multi-unit delivery system. 
U.S.P. 5,023,088 

AH Relates to a controlled release system with a constant pushing 

U.S.P. 5,082,668 source. 

AI Relates to a controlled release formulation having a preformed 

U.S.P. 5,654,005 passageway. 

AJ Relates to a composition comprising methylphenidate and 

U.S.P. 5,773,478 another drug. 

AK Relates to a dosage form which delivers multiple doses of 

U.S.P. 5,837,284 medications. 

AL Relates to a sustained-release formulation of methylphenidate. 
U.S.P. 5,874,090 

AM Relates to a method of treating attention deficit disorders with 

U.S.P. 5,908,850 d-threo metiiylphenidate. 

AN Relates to an analgesic composition for treatment of migraine 

U.S.P. 5,914,129 headaches. 

AO Relates to a dosage form and method for administering drug. 
U.S.P. 6,034,101 

AP Relates to a multiparticulate modified release composition. 
U.S.P. 6,228,398 

AQ Relates to an oral pulsed drug delivery system. 
U.S.P. 6,322,819 

AR Relates to a pharmaceutical dosage form for pulsatile delivery 

U.S.P. 6,340,476 of methylphenidate. 

AS Relates to methylphenidate modified release formulations, 
U.S.P. 6,344,215 
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Document 

Designation Relevance 

AT Relates to phenidate drug formulations having diminished 

U.S.P. 6,355,656 abuse potential. 

AU Relates to device for controlled delivery of active agents. 
U.S.P. 6,368,626 

AV Relates to a press coated, pulsatile drug delivery system 

U.S.P. 6,372,254 suitable for oral administration. 

AW Relates to a triple drug therapy for the treatment and prevention 

U.S.P. 6,4 1 7, 1 84 of acute or chronic pain. 

AX Relates to the conversion of liquid filled gelatin capsules into 

U.S.P. 6,4 19,952 controlled release. 

AY Relates to a controlled release formulation having rapid onset 

U.S.P. 6,419,960 and rapid decline of effective plasma drug concentrations. 

AZ Relates to an on demand administration of clomipramine and 

U.S .P. 6,495, 1 54 salts thereof to treat premature ejaculation. 

BA Relates to controlled onset and sustained release dosage forms 

U.S.P. 6,500,459 and the preparation thereof 

BB Relates to a triple drug therapy for the treatment of narcotic and 

U.S.P. 6,503,950 alcohol withdrawal symptoms. 

BC Relates to a process for preparing a single isomer of 

U.S.P. 6,531,489 methylphenidate. 

BD Relates to a multi-spike release formulation for oral 

U.S.P. 6,555,127 delivery. 

BE Relates to a pharmaceutical dosage form for pulsatile delivery 

U.S.P. 6,555,136 of methylphenidate. 

BF Relates to a multiplex drug delivery system suitable for oral 

U.S.P. 6,602,521 administration. 

BG Relates to a timed pulsatile drug delivery system. 
U.S.P. 6,627,223 

BH Relates to a dosage form for delivery of multiple doses of 

U.S.P. 6,635,284 medications. 

BI Relates to a pulse dosage formulation of methylphenidate and 

U.S.P. 6,638,533 method to prepare same. 
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Document 

Designation Relevance 

B J Relates to a controlled/modified release oral methylphenidate 

U.S.P. 6,673,367 formulation. 

BK Relates to a solid solution beadlet. 
U.S.P. 6,692,767 

C A Relates to a dosage form for providing ascending dose of drug. 
WO 98/06380 

CB Relates to a dosage form and a method for administering a 

WO 98/14168 drug. 

CC Relates to an ascending-dose dosage form. 
WO 98/23263 

CD Relates to a dosage form for improved delivery of multiple 

WO 99/03471 doses of medications. 

CE Relates to methods and devices for providing prolonged drug 

WO 99/62496 therapy. 

CF Relates to a controlled/modified release oral methylphenidate 

WO 00/35450 formulation. 

CG Relates to a controlled release diltiazem formulation. 
EP 0 320 097 



In accordance with current Patent and Trademark Office practice no copies of 
the above listed United States Patents are filed herewith. Full text copies of all non-United 
States Patent references are enclosed herewith. It is respectfully requested that this art be 
considered by the Examiner in the above-entitled application and made of record therein. 

Pursuant to 37 C.F.R. §1.97 it is believed that no fee is required for 
consideration of this Information Disclosure Statement. If a fee is required, the 
Commissioner is hereby authorized to charge Deposit Account No. 08-1540. 

Respectfully submitted, 

Nicholeis P. Chiara 
Reg. No. 52,737 



MAILING ADDRESS : 
HEDMAN & COSTIGAN, P.C. 
1 185 Avenue of the Americas 
New York, NY 10036 
(212) 302-8989 
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